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2.0 PROFICIENCY TESTING PROGRAM: INTERIM STANDARDS

For fields of accreditation for which proficiency testing (PT) samples are not available from a
designated Proficiency Testing Oversight Body (PTOB)/Proficiency Test Provider Accreditor (PTPA)
(e.g., National Institute of Standards and Technology (NIST)) accredited PT Provider, a Primary
Accrediting Authority may accept PT results from non-accredited PT Providers. In these cases, the
Secondary Accrediting Authority shall accept the decision of the Primary Accrediting Authority.

2.1 INTRODUCTION, SCOPE, AND APPLICABILITY

This chapter and the associated appendices define the major participating organizations and
components of the NELAC PT Program. In addition to complying with the requirements of this
chapter, any person, private party or government entity seeking to participate as a designated
PTOB/PTPA-approved PT Provider shall also comply with the requirements of the applicable
Appendices A (PT Provider Approval Criteria), B (PT Sample Design and Acceptance Guidelines),
C (Proficiency Testing Acceptance Criteria), D (Proficiency Testing Oversight Body/Proficiency Test
Provider Accreditor), E (Microbiology), F (Environmental Toxicology), and G (Radiochemistry). The
criteria set forth in these standards shall be used by laboratories and PT Providers for the purposes
of obtaining or maintaining NELAP accreditation or NELAP approval.

In addition to complying with the requirements of this chapter and appendices, any entity seeking to
participate as a designated PTOB/PTPA-approved PT Provider shall also comply with all applicable
requirements of “National Standards for Water Proficiency Testing Studies, Criteria Document”, U.S.
Environmental Protection Agency or other NELAC documents that define analytes, analyte numbers,
concentrations, and acceptance criteria as required in Section C.1.1.2.

Proficiency testing (PT) is defined for the purpose of this chapter as a means of evaluating a
laboratory’s performance under controlled conditions relative to a given set of criteria through analysis
of unknown samples provided by an external source. PT is not the sole criterion for determining
accreditation status. Additional essential elements of the overall NELAP accreditation process,
including the on-site assessment, are discussed in other chapters of the NELAC standards. The PT
program is intended to cover all types of federal and State environmental analyses. However, the
body of the PT standard applies primarily to chemistry.

The major components of the NELAC PT program include:

a) multiple PT Providers who shall meet stringent criteria to become approved by a Proficiency
Testing Oversight Body (PTOB)/Proficiency Test Provider Accreditor (PTPA), as described in
Section 2.3 and Appendix A;

b) specific requirements for the design of PT samples and studies, to ensure that all samples
provide a consistent, fair and known challenge to laboratories seeking accreditation from a
NELAP-approved Accrediting Authority, as described in Section 2.3 and Appendix B;

c) specifically defined acceptable/not acceptable criteria for evaluating PT sample results, as
described in Section 2.3 and Appendix C;

d) initial approval and ongoing oversight of PT Providers by a Proficiency Testing Oversight Body
(PTOB)/Proficiency Test Provider Accreditor (PTPA), Section 2.3 and Appendix D;

e) specific requirements for laboratories participating in PTOB/PTPA-approved PT programs, as
described in Sections 2.4, 2.5, and 2.7; and,
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f) oversight of all PT program activities by the PTOB(s)/PTPA(s), as described in Section 2.2.2.
2.1.1 Purpose

The PT program incorporates several practical purposes, which include:

a) the production and supply of test samples that are procedure-sensitive; that is, the samples

challenge the critical components of each analytical procedure, ranging from initial sample
preparation to final data analysis;

b) the production and supply of test samples that are as similar to real-world samples as is
reasonably possible; it is further expected that the PT samples shall be representative of
materials analyzed for environmental regulatory programs, agencies, and communities;

c) a program which is affordable by all participants;

d) the yielding of PT data that are technically defensible on the basis of the type and quality of the
samples provided; and,

e) the preparation of samples such that the identification and quantitation of analytes in the samples
pose equivalent difficulty and challenge regardless of the manner in which the samples are
designed and manufactured by the PT Providers, e.g., samples prepared for analysis by a
drinking water or wastewater method would pose equal challenge whether prepared as whole
volume or as a concentrate in ampules.

21.2 Goals
The PT program incorporates several practical goals, which include:
a) the generation of data at a quality level required by environmental and regulatory programs;

b) the generation of data, at a minimum, comparable in quality to that of currently certified and/or
accredited laboratories; and

c) the improvement of the overall performance of laboratories over time.
2.1.3 Fields of Proficiency Testing

The PT program is organized by fields of proficiency testing. The following elements collectively
define fields of proficiency testing:

a) matrix,
b) technology/method, and
c) analyte/analyte group

Current NELAC fields of proficiency testing are located on the NELAC Website.

Note: Laboratories are permitted to analyze one PT sample by multiple methods for a given analyte
within a technology. If a laboratory reports more than one method per technology per study, an
unacceptable result for any method would be considered a failed study for that technology for that
analyte.
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2.2 MAJOR PT GROUPS AND THEIR RESPONSIBILITIES

The PT program structure incorporates five major groups with separate and distinct roles and
responsibilities. The groups are NELAC, the PTOB/PTPA, the PT Providers, the testing laboratories,
and the Primary Accrediting Authorities (AA). The lines of interaction among these groups are shown
in Figure 2-1.

Standard-Setting
Authority

NELAC

PTOB/PTPA

Y

Primary Accrediting
Authority

| PT Providers

States/EPA

Laboratories
(Private Sector,
Non-Profits, and/
or States

Figure 2-1. NELAP Proficiency Testing

2.21 Proficiency Testing Study Providers

The PT Providers shall produce and distribute PT samples, evaluate study results against published
performance criteria, and report the results to the laboratories, the respective Primary Accrediting
Authorities, and the PTOB/PTPA. The PT Provider shall meet the requirements of Appendix A,
manufacture samples that meet the requirements of Appendix B, and score sample results in



NELAC
Proficiency Testing
June 5, 2003

Page 4 of 11

accordance with the requirements of Appendix C. PT Providers may not supply PT samples outside
their Fields of Accreditations as determined by the PTOB/PTPA.

2.2.2 Proficiency Testing Oversight Body (PTOB)/Proficiency Test Provider Accreditor
(PTPA)

The PTOB/PTPA establishes and implements a program to accredit PT Providers and to monitor
accredited providers to ensure that their studies and practices meet all applicable standards. The
PTOB/PTPA shall meet the requirements of Appendix D. NELAP-recognized Accrediting Authorities
may nominate an organization as a PTOB/PTPA to the NELAP-appointed Proficiency Testing Board,
hereafter referred to as the PT Board. The PT Board will determine whether the organization meets
the requirements of this standard and its appendices and may refer the organization to the NELAC
Board of Directors to be designated as a PTOB/PTPA.

2.2.3 Laboratories

Laboratories that seek to obtain or maintain accreditation shall perform analyses of PT samples for
each field of proficiency testing as defined in Section 2.1.3. PT samples shall be obtained from
designated PTOB/PTPA-approved PT Providers. The laboratory shall obtain PT samples from any
so approved PT Provider. The results of the analyses shall be submitted to the PT Provider for
scoring.

2.2.4 Accrediting Authorities (AA)

The Primary Accrediting Authorities shall make all decisions regarding a laboratory’s accreditation
status. They are responsible for taking action to make these determinations including ensuring that
laboratories seeking or holding their accreditations have participated in the PT program. Accrediting
authorities shall accept for the purposes of initial and continuing accreditation, PT results from any
designated PTOB/PTPA-approved PT Provider that meets the requirements of this standard.

2.3 REQUIREMENTS FOR PT PROVIDERS

This section and associated Appendix A describe the criteria that all PT Providers shall meet in order
to be approved by the PTOB/PTPA as PT Providers. A PTOB/PTPA shall grant approval to PT
Providers on a field-of-proficiency testing basis, as described in Section 2.1.3. As NELAC standards,
PT acceptance criteria and codes are revised and expanded, PT providers shall modify their
operations to conform. PT providers are encouraged to modify their operations as soon as possible.
The timeline for implementation shall be no more than six months from the date the revisions and
expansions are posted on the NELAC website.

2.3.1 PT Provider Accreditation

A provider of PT samples for NELAC accreditation must be accredited by a Proficiency Testing
Oversight Body (PTOB)/PTPA that meets the NELAC PTOB/PTPA requirements contained in this
Chapter and associated appendices. The PTOB/PTPA communicates the names of PT Providers
that meet the NELAC requirements to the NELAC Board of Directors. A listing of organizations that
meet the NELAC PTOB/PTPA requirements is available from the Chair of NELAC.

2.3.2 On-site Inspection of PT Providers
A PTOB/PTPA shall conduct an on-site inspection of any organization seeking to participate as a PT

Provider, as described in Appendix D. The PTOB/PTPA shall determine whether the provider meets
the applicable requirements described in this chapter and Appendices A, B, and C. Approval of a PT
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Provider shall be the responsibility of a PTOB/PTPA. A PTOB/PTPA shall conduct ongoing oversight
of the PT Providers as necessary to ensure conformance with all applicable standards.

2.3.3 Sample Requirements and Design

This section and associated Appendix B describe PT sample design and acceptance criteria. The
matrices of all PT samples shall, to the extent possible, resemble the matrices for which the laboratory
seeks to obtain or maintain accreditation. Samples may not be reused in any subsequent NELAC PT
study except as described in Section 2.7.3. The PT Providers shall neither provide inappropriate
assistance to the laboratories nor encourage the non-routine analysis of the PT samples.

2.3.3.1 Sample Analytes

The PT Provider shall prepare each sample lot such that the prepared concentration of each analyte
in each lot is unique. The required group of analytes covering each field of proficiency testing shall
be determined by the PT Board and shall be evaluated and updated, as necessary.

2.3.3.2 PT Provider Sample Testing

The PT Provider shall design, manufacture, and test the samples for homogeneity, stability, and
verification of assigned values as required by Appendix B. This testing shall verify that the quality of
all samples is acceptable for use in each field of proficiency testing.

2.3.4 PT Study Data Analysis

This section and associated Appendix C describe the criteria to be used by PT Providers when
scoring and evaluating NELAC PT sample results.

2.3.4.1 Data Acceptance Criteria

PT Providers shall use the data acceptance criteria described in Appendix C to evaluate laboratories’
PT data to ensure a laboratory’s performance shall be judged fairly and consistently.

2.3.5 Generation of Study Reports

Each PT Provider shall evaluate the data and issue a report to the laboratories within 21 calendar
days of the close of each study. The report shall be issued within the same 24 hour period to the
participating laboratory and the Primary Accrediting Authority(s) as designated by the laboratory.

2.3.6 Provider Conflict of Interest

Each PT Provider shall certify that it is free of any organizational conflict of interest. A PT Provider
shall never split a sample lot and offer these samples for sale as known-value check samples before
the unknown samples are used in a PT study. In addition, each PT Provider shall follow procedures
and have systems in place that maintain confidentiality and security of all assigned values through
the closing date of each study. All records shall be retained for a period of five years.

2.3.7 Disapproval of PT Providers

A PT Provider’'s approval may be subjected to revocation per the procedures outlined in Appendix A,
Section A.9.2.
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2.3.8 PTOB/PTPA Listing of PT Providers

PTOBs/PTPAs shall maintain a list of approved PT Providers. PTOBs/PTPAs shall evaluate, update,
and publish this list as specified in Appendix D.

2.4 LABORATORY ENROLLMENT IN PROFICIENCY TESTING PROGRAM(S)
241 Required Level of Participation

To be accredited initially and to maintain accreditation, a laboratory shall participate in two single-
blind, single-concentration PT studies, where available, per year for each field of proficiency testing
for which it seeks or wants to maintain accreditation. Laboratories must obtain PT samples from a
PTOB/PTPA-approved PT Provider. Each laboratory shall participate in at least two PT studies for
each field of proficiency testing per year unless a different frequency for a given program is defined
in the appendices. Section 2.5 describes the time period in which a laboratory shall analyze the PT
samples and report the results. Data and laboratory evaluation criteria are discussed in Sections 2.6
and 2.7 of this chapter.

24.2 Requesting Accreditation

At the time each laboratory applies for accreditation, it shall notify the Primary Accrediting Authority
which field(s) of testing it chooses to become accredited for and shall participate in the appropriate
PT studies. For all fields of proficiency testing, including those for which PT samples are not
available, the laboratory shall ensure the reliability of its testing procedures by maintaining a total
quality management system that meets all applicable requirements of Chapter Five of the NELAC
standards.

24.3 Reporting Results

Each laboratory shall authorize the PT Provider to release all accreditation and remediation results
and acceptable/not acceptable status directly to the Primary Accrediting Authority, and the
PTOB/PTPA, in addition to the laboratory.

2.5 REQUIREMENTS FOR LABORATORY TESTING OF PT STUDY SAMPLES

The samples shall be analyzed and the results returned to the PT Provider no later than 45 calendar
days from the opening of the study (i.e., first day that samples are shipped or available to
laboratories). The laboratory’s management and all analysts shall ensure that all PT samples are
handled (i.e., managed, analyzed, and reported) in the same manner as real environmental samples
utilizing the same staff, methods as used for routine analysis of that analyte, procedures, equipment,
facilities, and frequency of analysis.

When analyzing a PT sample, a laboratory shall employ the same calibration, laboratory quality
control and acceptance criteria, sequence of analytical steps, number of replicates and other
procedures as used when analyzing routine samples.

2.51 Restrictions on Exchanging Information
Laboratories shall comply with the following restrictions on the transfer of PT samples and

communication of PT sample results prior to the time the results of the study (routine or supplemental
studies) are released:
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a) A laboratory shall not send any PT sample, or a portion of a PT sample, to another laboratory for
any analysis for which it seeks accreditation, or is accredited;

b) A laboratory shall not knowingly receive any PT sample or portion of a PT sample from another
laboratory for any analysis for which the sending laboratory seeks accreditation, or is accredited;

c) Laboratory management or staff shall not communicate with any individual at another laboratory
(including intracompany communication) concerning the PT sample; and

d) Laboratory management or staff shall not attempt to obtain the assigned value of any PT sample
from their PT Provider.

2.5.2 Maintenance of Records

The laboratory shall maintain copies of all written, printed, and electronic records, including but not
limited to bench sheets, instrument strip charts or printouts, data calculations, and data reports,
resulting from the analysis of any PT sample for five years or for as long as is required by the
applicable regulatory program, whichever is greater. These records shall include a copy of the PT
study report forms used by the laboratory to record PT results. All of these laboratory records shall
be made available to the assessors of the Primary Accrediting Authority during on-site audits of the
laboratory.

2.6 EVALUATION OF PROFICIENCY TESTING RESULTS

PT Providers shall evaluate results from all PT studies using NELAC-mandated acceptance criteria
described in Appendix C. The PT Board shall provide, and update as necessary, the data acceptance
criteria that all PT Providers shall use for all PT studies. Each result shall be scored on an
acceptable/not acceptable basis. The PT Provider shall provide the participant laboratories and the
Primary Accrediting Authority as designated by the laboratory a report showing at a minimum:

a.) Provider information:
o[l Provider name and PTOB/PTPA accreditation number in the header.

b.) Laboratory information:
® Laboratory name and address (location) of the laboratory, in the header. Note: This is not
the address of the corporate headquarters but the address of the actual laboratory completing
the testing.
® Primary Accrediting Authority ID or USEPA ID, if applicable, in the header.Name, title and
telephone number of the laboratory point of contact, in the header or cover letter.

c.) Study information:
o[l Study number and study type, in the header.
o[l Opening date and closing date of the study, in the header.
o[l Date of amended report, if applicable, in the header.

d.) Report information:
o[l Analyte name for each analyte included in the standard.
o[l Method description.
o[ Laboratory value as reported.
o[l Assigned values and acceptance values reported to three significant figures.
o[l The acceptable/not acceptable status.
o[l A “No evaluation” score for reported values containing alpha characters.
o[l An indication of “Not reported” when an analyte within a PT sample is left blank.
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® Anindication of the length of the report, presented by either Page X of Y or the total number
of pages with each page consecutively numbered.

This report shall be sent no later than 21 calendar days from the study closing date to the participating
laboratories and the appropriate Primary Accrediting Authority(s) as designated by the laboratory.
This report (hardcopy and electronic format) shall be sent to the laboratory and its Primary Accrediting
Authority within the same 24 hour period. If the report and other PT study information is available in
electronic format, it shall be available only to the designated laboratory representatives who
participated in the PT study and the Primary Accrediting Authority . Upon request by either the
Primary Accrediting Authorities or laboratories, the PT Provider shall make available a report listing
the total number of participating laboratories and the number of laboratories scoring not acceptable
for each analyte. The PT Providers shall not disclose specific laboratory results or evaluations to any
other parties without the written release of the laboratory.

2.7 PT CRITERIA FOR LABORATORY ACCREDITATION
2.71 Result Categories

The criteria described in this section apply individually to each field of proficiency testing, as defined
by the laboratory seeking to obtain or maintain accreditation in its accreditation request. These criteria
apply only to the PT portion of the overall accreditation standard, and the Primary Accrediting
Authority shall consider PT results along with the other elements of the NELAC standards when
determining a laboratory’s accreditation status. The Primary Accrediting Authority ultimately makes
all decisions regarding the accreditation status of the laboratory. There are two PT result categories:
“acceptable” and “not acceptable.”

2.7.2 Initial or Continuing PT Studies

A laboratory seeking to obtain or maintain accreditation shall successfully complete two initial or
continuing PT studies for each requested field of proficiency testing within the most recent three
rounds attempted. For a laboratory seeking to obtain accreditation, the most recent three rounds
attempted shall have occurred within 18 months of the laboratory’s application date. Successful
performance is described in Appendix C. When a laboratory has been granted accreditation status,
it shall continue to complete PT studies for each field of proficiency testing and maintain a history of
at least two acceptable PT studies for each field of proficiency testing out of the most recent three.
For initial accreditation, the laboratory must successfully analyze two sets of PT studies, the analyses
to be performed at least 15 calendar days apart from the closing date of one study to the shipment
date of another study for the same field of proficiency testing. For continuing accreditation,
completion dates of successive proficiency rounds for a given field of proficiency testing shall be
approximately six months apart. Failure to meet the semiannual schedule is regarded as a failed
study.

Initial or continuing PT Studies must meet all applicable criteria described in this chapter and
associated appendices.

2.7.3 Supplemental PT Studies

A NELAP-accredited laboratory may elect to participate in supplemental PT studies when the
laboratory desires to add field(s) of proficiency testing to their scope or when the laboratory fails an
initial or continuing PT study and wishes to re-establish its history of successful performance.
These additional studies are not distinguished from the initial or continuing PT studies except as
described in this section.
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Analysis dates of supplemental PT studies must be at least 15 calendar days apart from the closing
date of one study to the shipment date of another study for the same field of proficiency testing. For
supplemental studies, laboratories report to their PT Provider result